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DETAILED ACTION 

Claims 1-7 are presented for examination on the merits. 



Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claim 6 is rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for failing 
to particularly point out and distinctly claim the subject matter which applicant regards as the 
invention. 

Claim 6 recites the limitation "the frequency which multiple pulses are applied" in lines 
1-2. There is insufficient antecedent basis for this limitation in the claim. That is, claim 6 
depends from claim 1 which does not recite a step involving multiple pulses. 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 1 and 3-6 are rejected under 35 U.S.C. 103(a) as being unpatentable over Baer 



(US 5,128,257). 
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An electroporation method comprising contacting tissue or cells suspended in a medium 
with electrodes selected from gold electrodes, gold plated electrodes, and gold alloy electrodes; 
and charging said electrodes with an electric pulse capable of electroporating said tissue or cells. 
Dependent claims include the pulse being a square pulse, bipolar pulse, or rectangular pulse, the 
nominal field strength of the pulse being 10-1500 V/cm, and the duration of the pulse being 
between 1 and 100 ms. 

Baer beneficially teaches an electroporating method for use with cell and tissue cultures, 
including so as to efficiently and effectively introduce agents including polynucleotides such as 
DNA and RNA at an improved transfer rate therein, wherein the method employs electrodes 
inserted in the growth medium which also contact the cells or tissues, and whereby the electrodes 
are charged with an electric pulse capable of electroporating the tissue or cells. Baer further 
teaches using one or more of various power pulses including a square pulse, as well as multiple 
and/or bipolar pulses to produce voltage gradients preferably in the range of 200-2000 V/cm, and 
a pulse width preferably in the range of 1-10 milliseconds (ms). Baer also advantageously 
discloses that the electrodes employed therein are preferably made from one of several metal 
conductive materials including gold (as well as alloys thereof, and/or metal-plated versions 
thereof) because the described metals (including gold) are non-toxic to most cells and, in some 
cases, certain cell types can actually attach to and grow on the surface thereof (see entire 
document including Figures, col 2, line 51 - col 3, line 15; col 4, line 66 - col 5, line 7; col 8, 
line 61 - col 9, line 5; col 10, lines 21-51; col 1 1, lines 9-57). 

It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to perform an electroporation method on cells and/or tissues within a culture medium 
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(as described by Baer) via contacting the culture medium with gold, gold alloy, or gold-plated 
electrodes, and charging the electrodes with an electric pulse (including within the instantly 
claimed working parameters with respect to the type of pulse, the nominal filed strength, the 
duration of the pulse, etc) capable of electroporating the cells/tissues within the culture medium 
so as to efficiently and effectively introduce agents including polynucleotides such as DNA and 
RNA at an improved transfer rate therein based upon the beneficial teachings provided by Baer, 
especially given that Baer beneficially teaches that metal electrodes such as gold, gold-alloy 
and/or gold-plated electrodes are preferably used within such a method because they are non- 
toxic to most cells and, in some cases, certain cell types can actually attach to and grow on the 
surface thereof. If not intrinsic thereto, the adjustment of particular conventional working 
conditions (e.g., determining a suitable frequency range when multiple pulses are employed) is 
deemed merely a matter of judicious selection and routine optimization which is well within the 
purview of the skilled artisan. 

Thus, the invention as a whole is prima facie obvious over the reference, especially in the 
absence of evidence to the contrary. 

Claims 1-7 are rejected under 35 U.S.C. 103(a) as being unpatentable over Hoffman (US 
6,120,493). 

Hoffman beneficially teaches an electroporation method for use with tissue (e.g., in vivo 
tissue) as well as with cells within a culture medium (e.g., in vitro cell cultures) which 
effectively and efficiently introduces agents including polynucleotides such as DNA and RNA 
within the cells of the tissue or cell culture medium, wherein the method comprises contacting 
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the tissue (or cells) using needle electrodes which are inserted therein - thus, penetrating the 
tissue(s); whereby the electrodes are charged with an electric pulse capable of electroporating the 
tissue(s). Hoffman further teaches using one or more of various power pulses including a square 
pulse, rectangular pulse, multiple pulse and/or bipolar pulses to produce voltage gradients 
preferably in the range of 50-1500 V/cm, and a pulse width preferably in the range of 5 
microseconds to 50 milliseconds (ms). Hoffman also advantageously discloses that the 
electrodes employed therein may be constructed of any suitable electrically conductive materials 
including one of several metals such as gold or an alloy thereof (see entire document including 
Figures, col 2, lines 10-67; col 4, lines 43-67; col 6, lines 13-39; col 8, line 61 - col 9, line 6; col 
9, lines 59-67; col 14, lines 51-63; col 15, Example 1, cols 16-18, Examples 2-4, and claims). 

It would have been obvious to one of ordinary skill in the art at the time the claimed 
invention was made to perform an electroporation method on tissues (e.g., in vivo tissues) or on 
cells within a culture medium (as both described by Hoffman) via contacting the tissue(s) or 
culture medium with gold or gold alloy needle electrodes, and charging the needle electrodes 
with an electric pulse (including within the instantly claimed working parameters with respect to 
the type of pulse, the nominal filed strength, the duration of the pulse, etc) capable of 
electroporating the cells/tissues within the culture medium so as to efficiently and effectively 
introduce agents including polynucleotides such as DNA and RNA therein based upon the 
beneficial teachings provided by Hoffman. If not intrinsic thereto, the adjustment of particular 
conventional working conditions (e.g., determining a suitable frequency range when multiple 
pulses are employed) is deemed merely a matter of judicious selection and routine optimization 
which is well within the purview of the skilled artisan. 
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Thus, the invention as a whole is prima facie obvious over the reference, especially in the 
absence of evidence to the contrary. 

Claims 1-7 are rejected under 35 U.S.C. 103(a) as being unpatentable over Hoffman (US 
6,120,493) and Baer (US 5,128,257). 

The cited references are relied upon for the reasons set forth above. 

It would have been obvious to one of ordinary skill in the art at the time the claimed 
invention was made to perform an electroporation method on tissues - e.g., in vivo tissues 
(as described by Hoffman) or on cells within a culture medium (as described by Baer and by 
Hoffman) via contacting the tissue(s) or culture medium with gold/gold alloy/gold plated needle 
electrodes, and charging the needle electrodes with an electric pulse (including within the 
instantly claimed working parameters with respect to the type of pulse, the nominal filed 
strength, the duration of the pulse, etc) capable of electroporating the cells/tissues so as to 
efficiently and effectively introduce agents including polynucleotides such as DNA and RNA 
therein based upon the beneficial teachings provided by cited references as a whole, including 
because (where applicable) Baer expressly teaches that metal electrodes such as gold, gold-alloy 
and/or gold-plated electrodes are preferably used within such a method since they are non-toxic 
to most cells and, in some cases, certain cell types can actually attach to and grow on the surface 
thereof. The adjustment of particular conventional working conditions (e.g., determining a 
suitable frequency range when multiple pulses are employed) is deemed merely a matter of 
judicious selection and routine optimization which is well within the purview of the skilled 
artisan having the cited references before him/her as a guide. 
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From the teachings of the references, it is apparent that one of ordinary skill in the art 
would have had a reasonable expectation of success in producing the claimed invention. 
Therefore, the invention as a whole was prima facie obvious to one of ordinary skill in the art at 
the time the invention was made, as evidenced by the references, especially in the absence of 
evidence to the contrary. 



Conclusion 

No claim is allowed. 

The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Christopher R. Tate whose telephone number is (571) 272-0970. 
The examiner can normally be reached on Mon-Thur, 6:30-4:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Terry McKelvey can be reached on (571) 272-0775. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Christopher R. Tate/ 

Primary Examiner, Art Unit 1655 



